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Summary Statement of Deficiencies

PROCEDURE MANUAL
CFR(S): 493.1251(a)

A written procedures manual for all tests, assays, and examinations performed by the
laboratory must be available to, and followed by, laboratory personnel. Textbooks
may supplement but not replace the laboratory's written procedures for testing or
examining specimens.

This STANDARD is not met as evidenced by:

Based on surveyor review of the Procedure Manual (PM), the lack of a Reagent
Tracking Log and interview with Office Manager (OM) the laboratory failed to follow
the procedure for "Reagents' from 12/13/21 to the date of survey. The findings
include: 1. The PM states "Reagent |ot numbers and expiration dates will be recorded.
2. There was no documented evidence any reagents lot numbers and expiration dates
were recorded. 3. The OM confirmed on 10/30/23 at 10:45 am the laboratory failed to
follow the above mentioned procedure.

TEST RECORDS
CFR(S): 493.1283(a)

The laboratory must maintain an information or record system that includes the
following: (a)(1) The positive identification of the specimen. (a)(2) The date and time
of specimen receipt into the laboratory. (a)(3) The condition and disposition of
specimens that do not meet the laboratory's criteria for specimen acceptability. (a)(4)
The records and dates of all specimen testing, including the identity of the personnel
who performed the test(s).

This STANDARD is not met as evidenced by:
Based on surveyor review of the Accession Log (AL), Test Records (TR) and



interview with the Office Manager (OM), the laboratory failed to maintain an accurate
information system for Histopathol ogy tests from 12/13/21 to the date of survey. The
findingsinclude: 1. A review of the Mohs Surgical log reveaed: a. Case # 23-125 was
documented on the AL as 8/8/23 but the TR had the Date of Service as 08/07/2023 b.
Case # 23-119 was documented on the AL as 8/8/23 but the TR had the Date of
Service as 08/07/2023 2. The OM confirmed at 11:00 am on 10/2/22 the |aboratory
failed to maintain an accurate information system.



